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TOSHIBA AMERICA MEDICAL SYSTEMS. INC.
2441 Michelle Drive, Tustin, CA 92780
Phone: (714) 730-5000

510(k) SUMMARY

1. SUBMITTER'S NAME:

Toshiba America Medical Systems, Inc.

2. ADDRESS:
2441 Michelle Drive
Tustin, CA. 92780-2068

3. ESTABLISHMENT REGISTRATION:
2020563

4. CONTACT PERSON:
Charlemagne Chua
Manager, Regulatory Affairs
(714) 669-7896

5. Date Prepared:
December 21, 2012

6. TRADE NAME(S):
Diagnostic Ultrasound System
Aplio 500 Model TUS-A500 V3.0
Aplio 400 Model TUS-A400 V3.0
Aplia 300 Model TUS-A300 V3.0

7. COMMON NAME:
System, Diagnostic Ultrasound

8. DEVICE CLASSIFICATION:
Class 11
Ultrasonic Pulsed Doppler Imaging System - Product Code: 90-IYN [per 21 CFR 892.15501
Ultrasonic Pulsed Echo Imaging System - Product Code: 90-IYO [per 21 CFR 892.1 5601
Diagnostic Ultrasonic Transducer - Product Code: 90-ITX [per 21 CFR 892.1570]

9. PREDICATE DEVICE:
Product Marketed by 510(k) Number Clearance Date

Aplio 500/400/300 Diagnostic Toshiba America K121422 August 16, 2012
Ultrasound System Medical Systems
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10. REASON FOR SUBMISSION:
Modification of a cleared device

11. DEVICE DESCRIPTION:
The Aplio 500 Model TUS-A500, Aplio 400 Model TUIS-A400 and Aplic 300 Model TUIS-
A300 are mobile diagnostic ultrasound systems. These systems are Track 3 devices that
employ a wide array of probes including flat linear array, convex linear array, and sector
array with frequency ranges between approximately 2 MHz to 12 MHz.

12. SUMMARY OF INTENDED USES:
The Diagnostic Ultrasound System Aplio 500 Model TUS-ASOO, Aplia 400 Model TUS-
A400 And Aplio 300 Model TUS-A300 is indicated for the visualization of structures, and
dynamic processes with the human body using ultrasound and to provide image
information for diagnosis in the following clinical applications: fetal, abdominal, intra-
operative (abdominal), pediatric, small organs, trans-vaginal, trans-rectal, neonatal cephalic,
adult cephalic, cardiac (both adult and pediatric), peripheral vascular, transesophageal, and
musculo-skeletal (both conventional and superficial).

13. SUBSTANTIAL EQUIVALENCE:
This device is substantially equivalent to the Aplio 500/400/300 Diagnostic Ultrasound
System, K1 21422, marketed by Toshiba America Medical Systems. The Aplo 500 Model
TUS-A5GO Version 3.0, Aplia 400 Model TUS-A400 Version 3.0 and Aplio 300 Model
TUS-A300 Version 3.0, functions in a manner similar to and is intended for the same use
as the predicate device. The subject device includes modifications to the cleared device
which improves upon existing features such as imaging and report/communication transfer.
Additionally, two new transducers, a new 40 optional feature, Luminance, and new
hardware items intended to improve ease of use, are now available with the subject device.

A comparison table is included in this submission detailing the similarities and differences
between the predicate device and the subject device.

14. SAFETY:
The device is designed and manufactured under the Quality System Regulations as
outlined in 21 CFR § 820 and ISO 13485 Standards. This device is in conformance with the
applicable parts of the IEC60601 -1, lEG 60601 -1 -1, lEG 60601-1-2, lEG 60601-1-4, lEG
60601 -2-37, lEG 62304, NEMA UID3 Output Display and ISO 10993-1 standards.

15. TESTING
Risk Analysis, Verification/Validation testing conducted through bench testing which are
included in this submission demonstrates that the requirements for the improved/added
features have been met.

Software Documentation for a Moderate Level of Concern, per the FDA guidance
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document, "Guidance for the Content of Premarket Submissions for Software Contained
in Medical Devices Document" issued on May 11, 2005, is also included as part of this
submission.

Additionally, testing of the modified system was conducted in accordance with the
applicable standards published by the International Electrotechnical Commission (IEC) for
Medical Devices.

16. CONCLUSION
The modifications incorporated into the Aplia 500 Model TUS-A500 Version 3.0, Aplia
400 Model TUS-A400 Version 3.0 and Aplia 300 Model TUIS-A300 Version 3.0 do not
change the indications for 'use or the intended use of the device. Based upon bench
testing, successful completion of software validation, application of risk management and
design controls, it is concluded that this device is safe and effective for its intended use.
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4'DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Ser-vice

0<5 Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - W066-0609
Silver Spring, MD 20993-002

February 6, 2013
Toshiba America Medical Systems, Inc.
c/c Mr. Charlemagne Chua
Manager, Regulatory Affairs
2441 Michelle Drive
TUSTIN CA 92780-2068

Re: K123992
Trade/Device Name: Aplio TM 500/400/300 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: TYN, IYO, and ITX
Dated: December 21, 2012
Received: December 26, 2012

Dear Mr. Chua:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Apliorm 500/400/300 Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

PST-25BT PVT-661lVT PVT-745BTV PLT- 1 005BT
PST-30BT PVT-781VT PVT-770RT PLT-1202S
PST-50BT PVT-674BT PLT-604AT PLT-1I204BT
PST-65AT PVT-675MV PLT-704AT PLT-1204BX

PVT-375BT PVT-68 1MV PLT-704SBT PLT- 1204MV
PVT-375MV PVT-712BT PLT-705BTF PET-508MA
PVT-3 82BT PVT-745BTF PVT-705BTH PET-S510MB
PVT-382MV PVT-745BTH PLT-805AT PET-5I12MC
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PC-20M PC-50M

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1 050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
go to http://www.fda.gzov/AboutFDA/CentersOffices/CDRH/CDRHl-Offices/ucm 15 809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CPR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http2://www.fda.gov/MedicalDevices/Safetv/ReportaProblem-/default.htm for the CDRH's Office
o f Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Joshua Nipper at
(301) 796-6524.

Sincerely Yours,

Sean M. Boyd -S for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known): __________________________

Device Name: Aplio 500/400/300 V3.O Diagnostic Ultrasound System

Indications for Use:

The Diagnostic Ultrasound System Aplio 500 Model TUS-A500, Aplio 400 Model TUS-
A400 And Aplio 300 Model TUS-A300 is indicated for the visualization of structures, and
dynamic processes with the human body using ultrasound and to provide image
information for diagnosis in the following clinical applications: fetal, abdominal, intra-
operative (abdominal), pediatric, small organs, trans-vaginal, trans-rectal, neonatal
cephalic, adult cephalic, cardiac (both adult and pediatric), peripheral vascular,
transesophageal, and musculo-skeletal (both conventional and superficial).

Prescription Use X AND/OR Over-The-Counter Use ____

(Part 21 CER 801 Subpart D) (21 GFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW T HIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (012)

Sean MJ'Boyd-S
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(DMon SipnO"

Divsion Of Red olglosi HaftOfneot~nft~ignosiman~adbWH I



Toshiba America Medical Systems, Inc. 5 10 Qk) Prernarket Notification
Aplic 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aolio 500. Aullo 400. Aullo 300 V3.0
Transducer: __________

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Mode of Operation
ApplicationI"___ ________

specific B MIPWD[CWDI Color Combined }THE Dynamic Power I l 4D Other [Notej
(Tracks 3) ~Doppler (Specify) Flow 2D

]Ophthalmic I- ___ ____I ___ __________

IlFetal PI PP Pj P 2 IP1 P P ~ ~ 57891014
[Abdominal P P P P P=-# 2=,3 P P P __ 'P 15,7,8.9.10.11,12,141

Inm-operaive P P P2 'P P,57P1

*Pediatric P IPIPI P 231 P P ___ I T_ P f5,7.8.9,10,12,14j
Small Organ (Note 1) 1~ p~ P P P 4.5,6,,8,9,1,11,14

'INeonatal Cephalic [ F~fFT '1 - T P J P i'-F 7 -
PAl CehaP I P PP P 3 P P P

Trans-rectal P [Pj I P if 2 4,5,7,11,12
ITrans-vaginal I _ P 2 P~ P P [ P 4.5j71112

'[TTrans -urethral j____I ______ _____

'Trans-esoph.
(non- Card.) _I _ __ _

__~ Ia iI P P P 2 P I 4567,8910,11,4
(Superficial) P PP P11 56.89 l14

lIntravascular I 1 1 ____I______ ____ _____ T ________
JOther (Specif) I_________ ____ ___________

Cardiac Adult P Pl P P P [ 3 P~ P P 4,13
jCardiac Pediatric IP1PIP1P P 3 1l1P J P ]P ~ 4.13
jintraascular (Cardiac) TII ____I_____ I____I___ I
Trans-esoph. (Cardiac) P P P P ~ P 3 j[___ _ 4,13 ]
JOther (Specify) ] ________ ___I ___I__ _______I

IPeripheral vessel P PjP Pj P j 2 {J P fp1 I 4,5,6.7,8.9.I1.11]
Other (specify) I~ ,J I I I____ _ _ ____1 J~.
N = new indication; P = previously cleared by FDA; E added under this appendix
Previous 510(k) of the transducers: K(121422 and K103629

Note I Small organ includes thyroid, breast and testicle-
Note Z Combined mode includes BlM; B/P WI): BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes BlM: B/PWD; BDF/PWD: BIJF/MDF: B1JF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 Apliure (Division Sign Off)
Note 6 MicroPure
Note 7 Precision Imaging Division of Radioogjoa Healh
Note 8 STIC
NoteS9 3D Color (Volume Color) Office Of InfVitrol Diagnostics and Radtbologal Haft
Note 10 STIC Color C
Note I11 Elastography I .I
Note 12 Fusion 510(k)_Ut)
Note 13 2D WMT
Note 14 BoostSenMC

Prescription Use Only (Per 2 1 CER 80 1.109) S a M.Bobyd -S



Toshiba America Medical Systems. Inc. 5 10 (k) Preniarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Alloc 500. Aolio, 400. Aolio 300 V3.0
Transducer: PST-25B3T

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _________ ____

Specific B M PWD CWD 1 Color 1Combined 1THi Dynamic Power CHII 4D Other
(Tracks 3) 1ope Seiy Flow 20 [Note]

'OphthalmicI ij _ 11 _I t 1 _
IFetal111 _____ ______ -..-I______ I !
Abdominal P P P P1 3 JP P jP 1I
Intr-operative (Abdominal) 1 1 ___1 ___ T ____I____ 1

Itaoeaie(Neuro) _____{ ___ 7 I___ ___

jPediatric IP~~~ P 3 P P P J ____

ISmall Organ (Specify) (1) 1T 1 1 1 ___I ___ I________II ___

IINeonatal Cephalic PI PIPLP P 3 P P P
Adult -Cephalic P~T Pj P 3 PI P 1P
ITram-rectal __I 11___
Trans-vaginal _ _ I _ __

jT rams-urethral _ [_ _ - _ _- _ I
Trans-eso ph. (non-Card.)
Musculo-skeletal (Conventionl . ___ ____ I____
Musculo-skeletal (Superficial) I __I____I____ I _______

lintravascular 1 ___ ____I I_______ ___

~Other (Specify) IIIIL____I_____I ___il ____

Clardiac Adult IP[P P IP P I3 IP P 1P Pj 4.13d
ICardiac Pediatric IPIPIPIP P 3 [P P ___ P 4,13
[Intravascular (Cardiac) I [ I_____I______I~.t_____ ____i ________

I~ran-esoph. (Cardiac) I [ I I____I_____I ____I_ _ _ 1____

[Other (Specffy)111 ___I ____II____ ___ __ ____

Peripheral vessel

O0ther (Specify)

N =new indication; P = previously cleared by FDA; E = added under this appendix
Previous 5 10(k) of the transducer: K1 21422

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes HIM; B/PWD; Bt)F/PWD; BEF/MDF: BDFIMDFIPWD
Note 3 Combined mode includes HIM; B/PWD; BDF/P WE; BDF/MDF; HDF/MDF/P WE; 2DICWD; REF/OWE
Note 4 TDl
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note 11 Flastography
Note 12 Fusion
Note 13 2D WMT

Note 1 BoostSean M.,Boyd -S
Prescription Use Only (Per 21 CFR 801[.109) (Divisim Sign Of)

Divison of Radiological Health

Office of In Vfto Diagnostics and Radlologlcal Healt



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Apio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aullo 500. Aullo 400. Aullo 300 V3.0

Transducer: PST-30BT

Intended Use: Diagnostic ultras~ound imaging or fluid flow analysis of the human body as follows:

Clinical Application [Mode of Operation ________ __ ___ _____ ____I

Specific BjM PWI W Color ICombinedITHi Dynamic~ Power CIJ 4D Other
* (Tracks 3) Doppler (Specify) Flow 2D INotel

Ophthalmc t _________I ___I ___I I ____

InrFertal e (Abdominal) i _______ __4J __
jIntra-operative (Neuro) 1__ ___ ____ _

Laparoscopic I- -- I I__ ___ ____ __ ____[___ __I ____

iPediatric IPIPIPIP P P 3 1:P] =P P1 1T_
ISmall Organ (Speciy (1) V 1 I____I_____L ____L Z Z ____

iNeonatal Cephalic 1P P Pp} P P 1 P___ P IP T ___

lAdult Cephalic I~ [ P IP I P 1 3 1P P IP I ___

ITrans-recial [ 1____ I I ___ I___
* Trans-vaginal_ _II_
ITrans-urethralJ ___ ____ I___ ___

IMusc-ulo-skeletal (Conventional)T ___ ____I I_______
Musculo-skeletal (Superficial)I _ __ ___ ___

___________Adult ______P P P 3 { P f P' ____ 4.13____

Cardiac -Pediatric - - [P P P P P P41
Intravascular (Cardiac) II____I____ I___ __ - ____

'Trans-esoph. (Cardiac) 11 1 _1 _I .I _I _

lintra-cardiac I ~ ___ ____ ________

Oiir(Specify) ll ___ ____I ___ __ ____

IPeripheral vessel 1 1 -- I________ ______ ____

lother (Speciy) [ I ___ I____________
N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 510(k) ofrthe transducer: K121422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/P WE; BEE/P WE; BDF/MEF: BEF/ME)F/PWD
Note 3 Combined mode includes HIM; BIPWD; BEF/PWD: BDF/MEF; BDF/MDF/PWD; 20/CWD: BEF/CWE
Note 4 TD!
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I11 Elastography
Note 12 Fusion
Note 13 2D WMT (iiinSg ~f
Note 14 Boost (Dininj}Sean M. Boyd -S
Prescription Use Only (Per 21 CFR 801.109)Disonf aolgc het

Off ice of In Vitro DiagnhOstr and Rafjoinnje Hnf

5100)1C-/~$9f2-



Toshiba America Medical Systems, Inc. 5 10 (k) Premarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anlio 500, Anlia, 400. Aullo 300 V3.0

Transducer PST-50BT

Intended Use: Diagnostic ultrasound Imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _________ ____ ___ __ ____

Specific I M IPWDICWDI Color Cmbined TlDyami oe II4 te
(Tracks 3) 1 Doppler SPC ify Flow 2D [Note]

OphthalmicII- I I ___I ____ I____I____I I ____

Abdominal P_ P_ Pii P11 P 3 PI P IP1 I
lotra-operative (Abdominal) ____I____I____ I ____I ___

Intra-operative (Neuro) __1____1 _____ ________ ____

ILapaoscopic I ____

1SalOgn(Specify) (1) ___I ____I I____I___ I ____

IlNeornaal Cephalic IPpI P P P P J P I P __ ___

lAdult Cephalic I P- I PI'P P 3 P P P __

Trams-rectal *ii_ _ _- - - _
iTrans-vaginalj I ___ ____ ____ _ ______

ITrans-urelhral II _________ ____________

I Trans-esoph. (non-Card.)
'Mtsculo-skeletal (Convenioa)11 I___I ____[ ___I___ I ____

IMusculo-skeletal (Superficial) 1 11____ _____ [____I____1 I ____

1Intravsular 11 Z~ ___ ____111 ___ ___

~Cardiac Adult P7P P P P 3 P~ p p IP[ 4,13

(Cardiac Pediatric P P P I3 Pi P P ~P j41

Intravascular (Cardiac) __ I____I. __ __ _ ___ __ ____

.[Trns-eso ph. (Cardiac) I __ ______ ______

[Intra-cardiac ___ ____ _____ ______

Oilier (Specify) 1 1 1________ ___ ___

jj1eripheral vessel1i . i..i____I____ ..... _____ __ I } ____I

la0ther (Specify), 1 1 1 ___I____I ___I_____

N = new indication: P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transdlucer: K121422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M: B/PWD: BIJF/PWD; BEF/ME4F: BDF/MDF/PWD
Note 3 Combined mode includes BIM; B/PWD; BDP/PWD; BDF/MDF; BIJF/MDFIPWD; 2D/CWD; BDFICWYD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8S rc
Note 9 3D Color (Volume Color)
Note 10 STIC Color (Division Sign off)
Note 11 Elastography-
Note 12 Fusion Division of Radiobl Heafth
Note 13 2DWVMT
Note 14 Boost Oftie of In Vitro Diagnosics and Boy4
Prescription Use Only (Per 21 CFR 801.109) 510(~ zC-



Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
Apllo, 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anllo 500. Anllo400. Aullo300 V3.0
Transducer PST-65AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation ________

Specific I PWD CWD Color CmbinedlTHilDynamic Power ICHII 4D Other
(Tracks 3) jDoppler (Specify) jFlow 2D [Note]

Ophthalmic I____ ____ 1____ ~ i ____

Fetal i l i I_____1_____ 1_____1____ V ____

.jAbdominal (Admnl LKIEII L P 3 P ___ P P 11

lIntra-operative (Neur) 1_ _

Pediatric [VP1TP P 13 I~1 P T-P- I1 I___
iSmall Organ (Specify) (1)____I ____I ___I____n i ____

iNeonatal Cephalic P.L~Lii P P P IP ~ 3 P..L..ZZ P___ TIAdult Cephalic ,IIitI P 3 p P ] ' I _

ITrans-rectal I I ____[_____II____ ________

.Tram-vaial II-___ ___I~~ ______

Trans-urethral . I _I-1_ _ _ _

Trans-esoph. (non-Card.)I ___________I ___ _ _ __ __ ____

IMusculo-skeletal (Cnv}t al________

.IMusculo-skeletal (Superficial) 7 --- I____I_____ ____ _______

* lionvacular 11 11 __ I~ _ -_
lCardiac Adult _ _ P P 3 P P _ _ P 4,1

lIntravascular (Cardiac)

[ITrans-esoph. (Cardiac) ~ II____I____ ___ ___ ___

jIntra-cardiac I I I I I____I____ . ___ ___- ___

O1ther (Specify) i i____I_____I ___I __ I I____
IPeripheral vessel _ ______

lother -(specify)

N w new indication; P =previously cleared by FDA; E added under this appendix
Previous 5 10 (k) of the transducer: K1 21422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes HIM; B/P WI) BDF/PWD; BDF/MUF: BDF/MDF/PWD
Note 3 Combined mode includes B/IM; B/PWD; BDF/PWD; BDF/MDF; BDFIMDF/PWD; 2D/CWD; BDFICWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color (Division sign o~m
Note 11 ElastographyDiiino aloigW
Note I? FusionDISInO
Note 13 2D WVMT U)rf'ce Of In viragnotc anc
Note 14 Boost UM od-
Prescription Use Only (Per 21 CER 801.109) 5 10(k) "awl3~~f



Toshiba America Medical Systems, Inc. 5 10 (k) Premarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aqua 500. Aqua 400. Aulo 300 V3.0

Transducer PVT-375BT

Int ended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application [Mode of Operation _________ ____ ___ - - ____

Specific B N IPWD CWDI Color ICombinediTHI jDynamic Power CI I 4D Other
(Tracks 3) j ope Specify) Flow 21 Noe

'Ophthalmic[ j -I ____I ___I ___ I ____

[ Fetal P P PP 2 JP' P I P _ 5,7

Abdominal IP P P P1 2 JPJ P P __ 5.7.11,121
[Intra-operative (Ahdominal) ~ I ___ ___ i___ ___[

[Intra-operative (Neuro) I - I I ___ 1 1 ___

Laparoscopic ____ ii !_____I _____I~*i____ _________

[Pediatric lP~J' P P I2 P~ P P 5.7,12
1[small Organ (Specify) (1) II...1.1..n ____I_____11 1 _ __1___ ____I

Neonatal Cephlic11 1 ____I_____[ ___ __ I ____

[Adult Cephalic 1 1 ____I_____I ___ ___11 1 ____

[Trans-vagial _ _ _ _ _ _ _ _ __ ___

[Trans-rectal_ ___H_

IT r a n s - u r e t h r a l____________________________ _____________________________________________________________________________________________________________________________________

ITrans-esoph. (non-Card.) ___ I ____- __ _I___ __ ____

[Musculo-skeletal (Conventiona)T[ ____I_____I I____I___ i ___

Musculo-skeletal (Superficil ~ l____I_____[ 1 ___ _ _ _Il ____

Other (Specif)1[ V ________ _______

1Cardiac AdultT l ____ _____ ____ ______ _____

Cardiac PediatricLL I I _ _ __ _

Trans-esoph. (Cardiac) [ 1  
______ _ ___- ____

[Intravacul(ardiac )

[Other (Specif) ________ 1 ____I___ I __

N = new indication; P = previously cleared by FDA; EI added under this appendix
Previous 5 10(k) of the transducer: Kl 2 1422

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes H/M; H/PWD; BEE/P WD; BDF/MDF; BDFIMDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDIJFPWD; BUF/MUF; BDFIMDF/PWD; 211/CWD; BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 sTIC Color
Note I11 Elastography
Note 12 Fusion

NoteBoy 13-JW
Note 14 Boost Sean M. Bod-
Prescription Use Only (Per 21 CFR 801.109) (D iS - (3f

Divison Of RaadIOlgCa, Neait
8O f n Vltrb Dosttc8 andl RajtgCW He

510(k _________



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio, 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aullo 500. Anlio 400, Anlio 300 V3.0

Transducer: PVT-375MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation I____________________ - _______

Specfic M PWD CWDI Color Combined Tll Dynamic Power CHII 4D Other
(Tracks 3) Doppler (Specify) Flow 2D [Note]

iOphthalmic ______ -N57..O

Fetal P J 2 P P ___ N- I _____

I Abdominal Pf*Pj j P[ P P N ____ ______

1In oeaie(Abdominal) __ _ _ _ _ _I_ _ _ __ _ _I _ _ _ _ _

Pediatric IP1P11I P 2 P N 'L....i. 5h,89,1O
ISmall Organ (Specify) (1) 1 1 1_____1______Il_____I____ i ____

INeonalal Cephalic I1 1 ____ I I____ ________

lAdult Cephalic I I I I I _____I I____ !____i ~ * ____

Trams-rectal11 1 ____I_____1 ____1___ i___I____I
ITran-vaginal i ] ____ ____ ___ ___- - ____I

Trans-esoph. (non-Card.)
Musculo-skeletal IT
(Conventional) ____I____ ___

Musculo-skeletal (Superficial) ____I____ ________

OjLter (Spfy)I ____ ___ ___

(Cardiac Adult 11 1 1___ 
__CricPediatric I ____I_____ I____ I ____

Inardaacua (Cardiac) rI- ___ ____ I____~____
ITrans-esoph. (Cardiac) _________I_____ _ __ ___ ____

Inta-cardiac ___ ____ -________[ mi____
;Other (Specify) _________ ____ ___ ____

Peripheral vesselT i l___ ___ 1______ ___

Other (Specify) II -l ___ ____ 1 ___ ___ ____

N = new indication: P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K121422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDP/PWD; BDF/MDF; BIJF/MDFIPWD
Note 3 Combined mode includes BlM: B/PWD: BDPIPWD; SOP/MOP: BDF/MDF/PWD: 2D/CWD: B3DPICWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 20 WMT
Note 14 Boost Sean M. Boyd -S
Prescription Use Only (Per 21 CFR 801.109) (DIsbn Sign off

Division of Radiojogjcat Heamt
Ofto Of In Vitmo Diagnnajs and Pa4ooA~Hs

abbjoqk; H2'



Toshiba America Medical Systems, Inc. 5 10 (k) Premarket Notification
Aplia 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anllo 500. Anplo 400. Anljo 300 V3.0
Transducer PVT-382BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application [Mode of Operation ___ __ __ __________ - ____3

Specific B MI PWD CWDJ Color Combined Till Dynamicj Power CHII 4D Other

(Tracks 3) Doppe Seiy FlowD INotel

[Ophthalmic ____ *1I I____
P___ 1 I___ P1P111 P P 11 ___

jInnr-operative (Abdominal) ___I ____1 __ _1___ i ____

Innu-operative (Neuro) i I __ ___ ____111____1___ ___

[Laparoscopic ___jP 2 I~I P Pl [57

1iSmall Organ (Specify) (1) - -L4__ I ___ I __ I I__ I I I_
[Neonatal Cephalic 1 { I I____{____ i I___ ZZ ___

~Adult Cephalic I I_________ ____I___ I
[Trans-rectal ___I____1 I___ I _ _ I ____I

Trans-vaginal _ _ I_ __

Trans-urethral ______ I_____
[Trans-esoph. (non-Card.) __ ____ ______ ____

J[Mtisco-skeleal (Conventional) II T____ . I ____I ii ____

lMusuoseen (Superficial) - ____ _______

Other (Specify) 
_ _ _ _ _ - _ _ _ __ _ _

Cardiac Adult I - _ _ __ _ _ _ _ _ _ - _ _

Cardiac PedliatricI_ ILyI
Intravascular (Cardiac) t I ___ ____ ___ F V L ____

Trm-sp.(Cardiac)[[_ _ ____ __ _____

Intra-cardiac 1i.......i...... ___ ____ ____j___ - - ___

I'[Other _(Speciy)11 1 ___ ____ ____I___J L ____

'jPeripheral vesselI1A ___I ____ _______1 - ____

'O0ther (Speciy) ____I 1____ _______

N = new indication; P =previously cleared by FDA; E - added under this appendix
Previous 510(k) of the transducer K121422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes HIM: B/PWD: HDFIPWD: BDFAADF: HDF/MDF/PWD
NoteS3 Combined mode includes HIM; B/PWD: BDF/PWD; BEF/MEF; BDFIMDFIPWD; ZD/CWD; BDF/CWD
Note 4 TUI
Note 5 Apliure
Note 6 Microl'ure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I11 Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost (D$isoswas M." y CS
Prescription Use Only (Per 21 CFR 801.109)Bod-

Divisoni of Radolcal Nea

O[fic of In V=tr Diagnostics anld RBWioloia Neefl

510(IQ



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aullo 500. Aolio 400. Anllo 300 V3.0

Transducer PVT-382MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation _________ ____

Specific IB M PWD CWD I Color, Combined THIl J1ynamic Power CHII 4D Other
(Tracks 3) Doppler (Specif) Fo 2D [Note]

Ophthalmic [ 1 1____J____ z ___ ___

F~etal Pboi rrPr P P 2 P~ P P P 51719

intr-opemtive (Neuro) At t____I__ ___

IfLaparoscopic ___ 2 _ ______

ISmall Organ (Specify) (1) J ________TI___ ___- ____

INeonatal Cephalic ___ ____ ____I 1 .. T____I
jAdult Cephalic I ___I ____I ___l i ____

Trans-rectal l i ____1____ 11 __1____

Trans-vaginal _________i.----I____ ___I_____

Trans-urethral ___ ____[ _ ______

hrrans-esopfr (non-Card.) I ________ I ___ _______

IMusculo-skeleta1 (Superficial)j1 1 ___ ____ i____I___ T ____

llntravasularil i ___ ____II___ I___
la0ther (Specif) -I ___ ____.I____I__ ___

Cardiac Adult -I -I___________
Inrvua Cardiac ) Pediatric_ I_____ __

jTrans-esoph. (Cardiac) [ ___ ____ .. i 1___ 1 I____
jlntra-cardiac ____ _____j ____f___ I ____

Jother (Specif)____ _ _ _ _ t __ _ _I_ _ _ ~ ~ _ _ _

O1ther (Specify) T -________
N = new indication; P = previously cleared by FDA: E =added under this appendix
Previous 5 10(k) of the transducer K1 21422

Note I Small organ includes thyroid, breast and testicle.
Note?2 Combined mode includes HIM: B/PWD; BDF/PWD; BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes R/M: B/PWD; BD)F/l'WD: BDF/MDF: BOFA4DPIPWD: 2D/CWD: HDP/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note B STIC
Note 9 3D Color (Volumne Color)
Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion

Note 13 2D lVVffBo d-
Prescription Use Only (Per 21 CFR 801,109) Di'vision of Radiological Haabm

OffICe of In Vitro DfagnoetjcS and FRDOjogic Heah

510(k) KI________



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplic 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anplo 500. Auho 400. Aullo 300 V3.0
Trnsducer: PVT-66IV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation _ _ ___ __

Specific B M ]PWD jCWD Color ICombined] THi Dynamic I Power CII1 4D) Other(Tracks 3) Doppler (Specify) Flw21 Notel

Ophthalmic l i ____ ___ ___

Abdoial I I ____ ]___

Ilntra-operative (Abdominal) _ __ - ____

lIn nr-operative Q'euro) i J _ _ _ _ _ _

IPediatric I 1 I I I ____ I III___ ~ ____ I _ __I

bsinall Organ (Specify) (1) 1 i l 1____ 1 1 1____ 1 _____ 1 I 1_ _ 1
INeonatal Cephalic I...1..,.I ....... I I _ I I____ I ___ I I I __

Adult Cephalic I1 1 I I I __ I I_____ I ____ I 1I I ___

Trans-rectal P JP PJ ]Pj 2 P [ P 1 1 4,5,7.111
__________________ P JP jP ___1------ 2 P I P I ' P 14,5,7,111
Trans-urethralI __ ____ ____ .1 _______ ____I

Trans-esoph. (non-Card.) 7:4--I---i ~I ___

IIMtusctlo-skelelal (Conventional) ________ ___ ___I I__ ___

IMusculo-skeletal (Supericial) f J ~ ~ ____I_____ 1____ ________

Intravascular I ____ I ____I____ I ____

kOther (Specify) ii________Il ___I __ I - ____

Cardiac Adult I___ ___ I ___ ______

Cardiac Pediatric
lntravsuar (Cardiac) F ''____+ ______I___

Tasmp.(Cardiac) I I____ I_______ ___

Intra-cardiacF TII____ _______

Other _(Specif )1 1 I- ___I ____ i___ i____
IlOther -(Specify) ____1 1____

N = new indication: P = previously cleared by FDA: E added under this appendix
Previous 510(k) of lte transducer: KI 21422

Note I Small organ includes thyroid, breast and testicle.
Note?2 Combined mode includes H/M: H/l'WD: HDF/PWD; EDE/MEF; BDFIMDF/PWD
Note 3 Combined mode includes BIM: B/PWVD: BDF/PWD; BDF/MDF; BDF/MDF/PWD: ZD/CWD: BDF/CWD
Note 4 TDl
Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion
Note 13 2D WJMT C~
Note 14 Boost Sa "o d-
Prescription Use Only (Per 21 CFR 80 1.109) (Dision Sign Ofl)

Dnngion of Radologgag Ham
Office of In vitro Diegnowi. Snd R tijOq "M

S1OQ~__2 _______;r



Toshiba America Medical Systems, Inc. 5 10Q() Premarket Notification
Aplfo 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anplo 500. Aolio 400. Anlie 300 V3.0
Transducer PVT-781VT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of OperationI
Specific [ B IM IPWDICWDI Color Combined THI Dynamic Power CIII I4D Other

(Tracks 3) Doppe Seiy Flo 2D [Note]

Ophthalmic I IIII____ I____ ____ I _____

IFetal III____ I I____ I____ I I___ I ____

iInta-operativ (Abdominal) I I________I- _______ ____

li1rnt-operive (Neuro) -i________ ___ ___ I I____I
'Iaparosopic I-- -- _________I~ ___ ___ ____

FSmlOrgan (Specify) (1) 1 1 1________ i____ _______

lNeonatal Cephalic I- ____________

FA2utcephalic ___ 2 1- ___V V A ____

17f ___ ______ ______ E E E E 2 E__ E_ _ I _ _ F 1,711.1 21

Trants-vaginal E F E ti £ ___ EE 45,7,11.121
Trans-uretha 1111____ _____

Trans-esoph. (non-Card.) i i f ___t ___

Musculo-skeletal iii -I__ __ ___

Musculo-skeletal (Superficial)i

IntravascularI[________ ___i __ 1____
,Other (Specify) II _______1 ___I_______

IlCardiac Pdiattric ,1 ___ ____I

jInuravascular (Cardiac) J [ 1 ___1 ____ __________________ _________ _____________I

iTrans-esoph. (Cardiac) I________ ___ ___ __ ____
JOther (Specify) - - - - ____II____ ___F - ____

Peripheral vessel I I I ___ ____

N = new Indication; P = previously cleared by FDA; E =added under tis appendix
Previous 510(k) of the transducer: N/A (This transducer is being added under this submission)

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWFD; BiJF/PWD: BDP/MDF: BDF/MDF/PWD
Note 3 Combined mode includes H/M; B/PWD; BDF/PWvD: BIJF/MIJF: BDF/MDF/PWD; 2iJ/CWD; BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 14 Boos WMeac '1T
Note 13 BoDs WMTan Boyd -J
Prescription Use Only (Per 21 CFR 801.109) Division of Radiological Ieait

Office of In Vitro Diagnostics and Railolooa Heafth



Toshiba America Medical Systems, Inc. 5 10 (k) Prernarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anlia 500. Ain 400.Anljo 300 V3.0

Transducer: PVT-674BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation __ __ _ ____

Specific BIM PWD1CWD Color [CombinediTHIl Dynamic Power IC11II 40 Other
(Tracks 3) jDoppler (Specify) Flow 2D j INotel

,Ophthalmic_ _ I __ _ ___

Iretal I I~ P I I P 2 1 ___ P__ I_ P 53,1

(Abdominal Pi P P P__ 2 P P 5,7,14
ntaOptie (Abdominal)_ _________ _ .71

Itacpnie(Neuro) ____ ____ _______I_______

Pediatric JPIPJPI P 2 1P IP IP [ I5,7.14

;Ismail Organ (Specify) (1) _________1I____I____ [ i ____

jINeonatal Cephalic__________I___ 
____

lAdult Cephalic__________ ____I __ _I I____

~Trans-rectal________________ _____1 _______I_______I_______

Trans-vaginal__________[}____I ___ ____

Trans-urethral__________________________ ______

Trans-esoph. (non-Card.) __

(Conventional)1 _I _ _- I _
1Musculo-skeletall (Superficial) I____ _____ ____

[Cardiac Adult J Il i _________I ___ ___1 1 ____

~Intravascular (Cardiac) ____ ____ ___ ___

Trans-esoph. (Cardiac) ____ __ 1_______ ___

Intra-cardiac- I

Other (Specify) ~F _______ ___

Peripheral vessel I____ _____1_______I_______I

IOther (Specify) [ ~ I I1 __ __

N = new indication: P - previously cleared by FDA; E =added under this appendix
Previous 510(k) of the transducer: K121422

Note I Small organ includes thyroid, breast and testicle.
Note?2 Combined mode includes B/M; BWPWD; BEE/P WD; BDF/vIDF; BDEIMDPIPWD
Note 3 Combined mode includes B/M; B/PWD: BD)F/PWD: BIJF/MIJF: BDF/MDP/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion
Note 13 2D WMT
Note 14 Boost Sean M.,Boyd -S
Prescriptionf Use Only (Per 21 CFR 801.109) D vwslo sign Off)

O wO n Ot Fk' "O l IO I .
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Toshiba America Medical Systems, Inc. 5 10 (k) Premarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aullo 500. Aullo 400: Arlio 300 V3.0

Transducer: PVT-675MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _ _ _ _ _ _ _ _ _ _ _ - - _ _

Specific I M IPWD CWD Color Cmie H Dynamic Power tCHIl 4D Other
racks 3) Doppler (Specify) Flow 2D jNotej

Ophthalmic ___ 2 ____

*Fetal P P PP2 P P PP 1,,,,0

1'nn-aoperaive (Abdominal ___[f...+ P 2___ 1 ___

* Intra-operative (Neuro) I I____ ____

*Pediatric P P PP 2 P P P P 15,7,8.9.111

Small Organ (Specif) (1) f 11 11____I ____ 1____I___ II I____
fNeonatal Cephalic 1 1 ___j ____ I ___I ___I I I____
fAdull Cephalic 11111 I ___ ____- ____1___ ___

[Trans-rectal ___1 ____ __ ___ ___ _ _ ____

[Tnrs-vaginal- I~ *-I___ ___ __ ___

Trans-urethral I _________ ___________

lTrans-esoph. (non-Card.) - 1__ I ____1- _________

Musculo-skeletalI

Musculo-skeletal (Superficial) ____ ____ -____ ___

Intravascular

*Other (Specify') _ _

[Cardiac Adult ... L2.J ___I ____1 ___II ____

[Cardiac Pediatric f ___I ____1 ___1 I1 ____

[Intravascular (Cardiac) ____I_____ ____I I !____
[Trans-esoph. (Cardiac) ___ II ____

jIntra-cardiac I____[____ ___ ___[ 1 . ___

'1Other (Specilry') * *I ________ ________

11Other (Specify) IlI 1I____ ____ ____________

N = new indication; P = previously cleared by FDA: E =added under this appendix
Previous 510(k) of the transducer: K121422

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/Ni; B/PWVD: SOP/PVWE: BEF/MEF; BDF/MDFIPWD
Note 3 Combined mode includes BIM: B/PWVD; SOP/P WE: BEF/MEP: BDP/MOP/P WD: 2D/CVWD; BDF/CWO
Note 4 TO!
Note 5 Apliure
Note 6 Microl'ure.
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion (Division Sign off)
Note 13 2D WMT
Note 14 Boost DIisioni of RilOgCS NOSIM

Prescription Use Only (Per 21 CFR 801,109) Ha

5100 ()__ ___ ___



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplic 500/400/300 V3.0 Diagnostic Ultrasound System

System: Arlic 500. Anlic 400. Aplio 300 V3.0

Transducer: PVT-68lMV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ____ ____ ________ - - ____

* Specific I~ M{jPWD CWD Color Combined, THI Dynamicf Power CHII 4D Other
*(Tracks 3) Doppler (specify) 'i Flo [Note]

~ntra-operative (Abi na)xJI___ ____ ___ ___I___

bitra-operaive G'Jetro) _ __

[L aparosc opic ____I_____ 1____I____ I I____
P11ediatric -7 - 1____ _____ I_____I____ I ____

Small Organ (Specify) (I) -- T -___ ______ _____ _____I I I_____
iNeonatal Cephalic IIIII____I____ I____I___ I ___

jAdult Cephalic I I I I _____I ____ II___ I___ lI I____
Trans-rectal P P __ P I 2 P P 1P 45,7,9,11
Trans-vaginal P P P P 2 P P 4,5,7,9,1P

Trans-urethral_ __ _____ I_____ ____ ___ ___ ____

Trans-esoph. (non-Card.) ______--I____

Musculo-skeletal
(Conventional)
Musculo-skeletal (Superficial) ____

2__I ____ _

roher (Specify)1 ___1 ____ ____1_______

ilCardiac Adult I I II_____I______*I____ 1____
rCardiac Pediatric 1 1 ___ ____111____

Intravascular (Cardiac) - 1 f ____I____ .. ,____
Trans-esoph. (Cardiac) I I____I____ i____I___
Intra-cardiac1 I 1 ___I ____I I____I_ ______

Perihera vSesslfy)___ . ___ ___ ______

Otrihera Seiyssel...I____ ____1~ ___

jOther (Specify) . 1 ____I____1i ___111____

N = new indication; P = previously cleared by FDA: E =added under this appendix
Previous 5 10(k) of the transducer: K1 21422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDPIPWD; BDF/vIDF; BDFIMDPIPWD
Note 3 Combined mode includes HIM; BIPWD: BDFIPWD: HDFIMDF: BDF/MDFR'WD: 2IDICWD; BDF/CWIJ
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion
Note 13 2DWVMT (Division Sign OMf
Note 14 Boost

Precritin Ue nly(Pe 2 CF 81.19)Division o"a5%,_nehv1 .<Boyd -S.
Presciptio Use nly (er 21CER 81.109 of$ In vftr Diagnocsticssand Railolal Haft-

510(k)&Ljf



Toshiba America Medical Systems, Inc. 5 10Q() Premarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasond System

System: Anljo 500. Anlia400.Anlio 300 V3.0
Transducer: PVT-71I2BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation PoeOtr
Specific B IM 1PWDICW Color ICombined THi Dynamic [oerCHI 4D Ote

(Tracks 3) I I I Doppler (Specify) IFlow j2D) [Note]

Ophthalmic 1 1 ____I_____I ___ i l____
Fetal 1 _____ ____ ____i i____

dAbdominal PIPP P 2 P P P__ PI 5,I
lIntra-operative (Abdominal) J____I_____ ____ ____I____

Intra-operative:(Neuro) I __ __ ____I_____I _______ I____
IPediatric (I { Pf VP P 12 P P P~ I 5,7__
lSmall Organ (Specify) (1)_ J_____ ____ ___

Neonatal Cephalic P P P 2 P P P___ 53__

1Adult Cephalic T l ___ ____I ____ I I____
'jTrans-rectal I I _ 1
3 Trams-vaginal ____I____ ____________

Trans-urethral ____ ____ ________

Trans-esoph. (non-Cad.) I __ __

(Conventional) I . - ___ ____ - ____ ___

Intravascular

Other (Specify) r ___I____ ___ ___

lCardiac AdultIIIII ____ _____ ____ j I_____
.Cardiac Pediatric f j ____I_____I ___ ___ ___

Trans-esoph. (Cardiac) I___ ____ I____I j.
Intra-cardiac vi-I-------- I ___

O1ther (Specify)1-- ___ __ - 1 ]
I lPeripheral vessel 1t i -
lo1ther (Specify) 11 1 ____I_____I ____I____i ___

N = new indication; P = previously cleared by FDA: E =added under this appendix
Previous 5 10(k) of the transducer: KI 21 422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD: BDF/MDF; BDPIMDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDFIPWD: BDF/MDF; BDFIMDF/PWD; 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 Aplure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STI1C
Note 9 3D Color (Volume Color)
Note 10 STIC Color (Division Sign Oft)
Note 11 Elastography
Note 12 Fusion Division of Ftadologlca Heelt
Note 13 2D WMT
Note 14 Boost Office of In Vitro Diagnostce e an d tM '' o d -
Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anlio 300. Aoli 400. Anpjo 500 v3.0
Transducer: PVT-745BTF

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cllniai A picton M deocO eaiol Application Mode__________________ _________________ _____of_______Operation__ ________________

Specific 1BIM PWD CWD Color CombinedI THi Dynamic Power CHII 49 Other

(Tracks 3) Doppler (Specify) Flo 2D [Note]

Ophthalmic IIiII____ ____Ii____ ___ ___

Fetal ___P' P_ __

I n-ptv Abdominal ) P___ P____ _____ j 2__ p P 53

Itaoatv(Abdominal ) Pp P 2 P -- -- P 5;
lntra-operatlve (Neuro) ___ ___ .. ]___ ______

ILaparoscopic 1 1 1 _ _ i _ _i i _

il'ediatric 1 ~ F ___ ____ ___ ~ ___

ISmall Organ (SpeciI) (1) I J ___ ____11___ l i ____I

Trans-rectal11[ I 11 ___I ____

ITrans-vaginal -_ __

ITrans-urethral I ___ _ __ ____

uTrans-esoph. (non-Card.) - ___ ____ ____ ______

Musculo-skeletal

(Conventional)

IMusczulo-skeletal (Superficial)

[Other (Specif') I i ________ -I
[Cardiac Adult ------ 1-- ___ ____I ____ ___ ___

(Cardiac Pediatric ~zz f________ ___ ___ __ ___

Intravastcular (Cardiac)
{Trans-esoph. (Cardiac) _____ _ _____ ___

I Intra-cardiac . 1 1I_____ ~ ____ ___

Other (Specify) _________ ____ I - ___

Peripheral vessel i ___ ____I 1~-~ ____

Other (Specify)III_________I ____ _______

N = new indication: P=previously cleared by FDA: E3 added under Ibis appendix
Previous 5 1 0(k) of the transducer: KI121422

Note I Small organ includes thyroid, breast and testicle.
Note?2 Combined mode includes BiM: B/PWVD; BDP/PWD: BDFftADF; BDFJ'MDFIPWD
Note 3 Combined mode includes B/M; B/PWD: BDFIPWVD: BDFIMDF: BDFIMDF/PWD: 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precisinn Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)(OaoSgnff
Note 10 STIC Color pso inOf

Note I1I Elastography DvSno aooiSNS§
Note 12 Fusion IIonO 810gleH8R

Note 13 2D WMT ofIn-tmDncsM and Rmhdo10Od4 Heft
Note 14 Boost offivce o

PrescriptionnUse Only (Per 21CFRS801.09) rjl( tk1 el 9 2-- -Sean M. Bpyd -S



Toshiba America Medical Systems, Inc. 510 (k) Premarket Notification
Aplin 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aquao 500. Mnilo 400. Anlio, 300 V3.0
Transducer: PVT-745BTH

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

* Clinical Application IMode of Operation I___
specific B IM PW W1Color Combinedi I l Dynamic Power CI 4D) Other

(Tracks 3) Dope (specify) Flow 2D [Note]

:Ophthalmic ___I____I ___ ___ I ___

jAbdominal K{L.j.. P P ____ 5,7 ___
jfintra-operative (Abdominal) P 2 P P5,
Intra-operatve (Neuro) -I____I____ ___I___ f I

ISmall Organ (Specif) (1) ____{ I____ ____ _____

jAdult Cephalic I-- II ___ I I I I ____ I _____II ___

ITrans-rectal iI ___ ____I ___I____

Trans-esoph. (non-Card.) _________ ____I __ ______ _ J- - . ____I

Musculo-skeletal

'Musculo-skeletal (Superficial) ~____ ____ ________I____

lnravascular I]____ ____ }____ _______

Other (.Specify) [ I - ___ ____ I_______ ___

ICardiac AdultIII- I ____I _____II_________I I_____I
Cardiac Pediatric IIIII____ ____ ~ ___ ___ I ___

Intravascular (Cardiac) __ _________ I____ ____ _______

,Trans-esoph. (Cardiac) II ____ ____

jlntra-cardiac ---- I- -. -__ _ ____

P1eripheral vesselI I ___ ____ I--.-- 1

*1Otlher (Specify)I J.1 . ___. ____ ____I___.. ____

N = new indication: P = previously cleared by FDA; E added under tIds appendix
Previous 510(k) of the transducer: K121422

Note I Small organ includes thyroid, breast and testicle.
Note?2 Combined mode includes BIM; B/PWD; BDF/PWD: BDFIMDF; BDFIMDFIPWD
Note 3 Combined mode includes ElM; BIPWD; BDF/PWD: BDFIMDF: BDFIMDF/PWD; 2DICWD; BIDFICWD
Note 4 TDI
Note 5 Apliure
Note 6 MicraPure
Note 7 Precision Imaging
Note 8 STI1C
Note 9 3D Color (Volume Color)
Note 10 STIC Color
Note I I Elastography
Note 12 Fusion (Division Sign Of)
Note 13 3D WMT Dvso fRd

Note 14 Boost ~Office of In Vitro Dialjg leQyd-
Prescription Use Only (Per 21 CFR 801. 109) 4



Toshiba America Medical Systems, Inc. 5 10 (k) Prernarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aolio 500. Anple 400, Aplio 300 V3.0

Transducer: PVT-745BTV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

* Clinical Application Mode of Operation ___ _ __ __ ___ ___ -____I

Specific IB I MWDCWDI Color ICombinedI Til [Dynamic Power CI1 4D Other
* (Tracks 3) Doppler (Specify) Flow 2D [Notej

Ophthalmic I l i ____ _____I I_____I____ ____

IFetalIIF ~I ___I ____ ____I____ 11____
lAbdominal jP P P 2 IP~ P~ - 5,7
lIntra-operadive (Abdominal) 1~P P 2 P 1P1__
jIntra-operadive (Neuro) ~___ ___ 9 ___ __

]Small Organ (Specify) (I) [ I i________ ___ ___

INeonatal Cephalic IIIII____I____ I____i i ___

j Adull Cephalic iz - I f ____* I ___I I I____

Trans-urethrail I__- _ _ _ ___I _______I__

Trans-esoph. (non-Card.) __ ___ ____I ____ _____ ___

[Musculo-skeletal
.(Conventional)
jivusculo-skeletal (Superficial) - ____ ___ ___

;]ntravascular r ~ ________ ___ ___

Cdac Adult ___I ____Iil ____

ICdic P ediatrcl i ___J I j f___
'jlntravascular (Cardiac)-. 1 ___ _____

Trans-esoph. (Cardiac)T ___ ___ - ________

Other (Specify)1 i ___I ___ ___lzz ____

Peripheral vessel -- III___ ____

O1ther (Specify) 1II*-.--I____1 J ___ ___ ~-

N = new indication: P = previously cleared by FDA; E =added under this appendix
Previous 510(k) of the transducer: K121422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BEJFiMDF; BDF/MDF/PWD
Note 3 Combined mode includes B/NI; B/PWVD; BDF/PWD: BDF/MDF; BDF/MDF/VWD; 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC(DvsoSinOf
Note 9 3D Color (Volume Color)(DvsoSinOf
Note 10 STIC Color Division of Radiologcal Health
Note I1I Elastography
Note 12 Fusion Office of In Vitto Diagnostics and Radiological Health
Note 13 2DW\?MT
Note 14 Boost

510) oy -
Prescription Use Only (Per 21 CER 801.109) 3f111 VBo d-



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anloc 500. Aullo 400. Aullo 300 V3.0

Transducer: PVT-770RT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _ _ _ _ _ - _

Specific B IM 1PWDICWD Color Combined j THi IDynamnic Power CHII 4D Other
(Tracks 3) Doppler (Specify) jFlow 2D[Notel

Ophthalmic J l !____ ____ ___ ___ I ___

lAbdominal ii__I L__ _ __

*Intra-operadive (Abdominal) ___J____________

In Ira-operative (Neuro) ___ ____1 . ________I

Laparoscopic ____I____ ___ ___

IPediatricI--i I-________ ___1 1____
S mall Or gan(Specify) 11) fj j ________ 

_______

j~eont Cephaic[j j ________ ___ __ - ____

ITrans-rectal IP I P 2 __ _ P 14.5,7,11 1

Trans-esoph. (non-Card.) j] -I____ __ ____ __ ____

.Musculo-skeleta1 (Conventional) j 1____ _____I ____ ________

.Musculo-skeletal (Superficial) l i !____ ____ i____I____[ ___

.IntravascularI IIII ____I_____I ___I ___ __I ____I

Other (Specify) ___I ____ _____ ______

Cardiac Adult I I _____I______I _____I____ _____

ICardiac Pediatric l ___I____I __ __ ___I

.jntravascular (Cardiac) l i ____I_____I ___________ ____

ITran-esoph. (Cardiac) ___ ____I _ __ _______

llntra-cardiac ~________ ___ _____ ___

Other (Specify)IPeripheral vessel ] I ] ____I____ .... I____I___ ___

Other (Specify) I [ I I .. ____I_____J......i____I____.____

N = new indication; P =previously cleared by FDA; E added under this appendix
Previous 510(k) of the transducer: K121422

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes E/M; B/PWD; BDF/PWD; BIJF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes HIM; B/PWVD; BDF/PWD; BDF/MDF; BDF/MDF/VWD; 2D/CWD; BDFICWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color) SgnO)
Note 10 STIC Color EisonS Of
Note I11 Elastography Divsion of Radiologlcai Health
Note 12 Fusion
Note 13 2D WM Office of In Vitro Diagnostics and Ralologc1 Haatb
Note 14 Boost ( w S a M B y -
Prescription Use Only (Per 21 CFR 801.109) 510(k) qQz.. Sa PABod-



Toshiba America Medical Systems. Inc. 510(k) Prernarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Agile 500. Aullo, 400. Aullo 300 V3.0

Transducer: PLT-604AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application jMode of operation __ __ ____ ~__
Specific iBM WCD Color Combined THil fDynamic] Power CHII 4D oter

(Tracks 3) Dopplerl (Specif) Fo 2D) [Note

Ophthalmic [ I 1_ _ _ _1 _ _ _ _1 1 I_ _

[Fetal [ ___ ____1 ____1___ ___

lIntra-operative (Abdominal) -___ ___ji i ____

Intra-operative (Neura)l___ _____ I____ ___

* Laparoscopic___ - - T___i- - ___

[Pediatrc [1 T I ________ I____ ___T_____

[Ismall Organ (Specify') (1) [PjIP [P] P [ 2 PT P P 5,7I ____
* Neonatal Cephalic I I I ___ I___ I___I I____
[JAdult Cephalic FT-7i .1___ 1 1____ I____I____I I____
[Trans-rectal I I I_____I______I ____ ____I ~ ____

Trans-urethral __ ______ __ -_____
Trans-esoph. (non-Card.)

Musculo-seea P P P P 2 p 1  P P 5.7
.(Conventional)P _ PI_ __ _

* Other (Specify)I~ 'I I I____I ____ ___I--l____I

* Cardiac Adult II1--- ____[_____[ ___ ___ l____
[Cardiac Pediatric - -____ ____ ___ ___ 1____
[Intravascular (Cardiac)-I ___ _____

Trans-eso ph. (Cardiac)
Intra-cardiac I_ I_________ ____ ~ ~ 1____

'1Other (Specify) ;Iizii F-1 I___ ___ ~~~____
[P'eripheral vessel PP 2 l jP P5..7
[Other (Specify)____1_____ .... ___ ____I L ____
N = new indication: P = previously cleared by FDA: E added under ths appendix
Previous 510(k) of the transducer: K12l422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD: EDE/MDF: BDF/MDF/PWD
Note 3 Combined mode includes BIM; B/PWD; BDF/PWD: BDF/MDF; BDFiMDFIPWD; 2D/CWD; BDP/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC (Divsion Sign Off)
NoteS9 3D Color (Volume Color)
Note 10 S11C Color ODision of RladolOgicBJ Healt
Note 11 Elastography
Note 12 Fusion Office of In Vttro) Diagnostics and FjalblglCW Hell
Note 13 2D WMT
Note 14 Boost

Prescription Use Only (Per 21 CFR 801.109) 510Q(k 13f9 SdlM Boyd -S



Toshiba America Medical Systems. Inc. 5 10 (k) Premarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anplo 500. Aillio 400. Anlie 300 V3.0

Transducer: PLT-704AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

* Clinical Application Mode of Operation ____ ____ ____ _______ ____

* specific IBIM IPWDICWD1 Color Combinedj THl Dynamic IPower [CI 4D Other
(Tracks 3) Doppler (Specify) Flow 2D3 Note]

Ophthalmic IIIII___ ___ - ___I I l___
[lFetalI-- I I ___ ____J-I I I ___I

Abdominal _ _ __

[Inhra-operative (Neuro) ___1 ____11 1___ _1________

[Laparoscopic __ ____I____ ______I___ I I ____

[ Pediatric I I____I_____I.. 1____F ___

[lNeonatal Cephalic I II I ij Pf2 I[___ _______

"[Adult Cephalic I I-III_____ ______I _____I I I_____

Trans-urethral ___ ___ ___liI-____

Trans-esoph. 1.11 ___ ____- ________- .___

[Musculo-skeletal (Suprfiial 2 iij; P 5.7
(Conventional)[ I57
[Intravascularilj _ P _ _ P __ P
[Other (Specify) I ____I_____* I____1___ ___

Cardiac Adult ---- ___ ____I ___I____

[Cardiac PediatricI-- - {____I____ I___ _______

* [ntravascular (Cardiac) ___ ____ _______

[nin-esardlard 7iziiiac)__. ____I ___ ____

[nTran-ehCrdiac )
[Other (Specify)1rm 11 1 2 -

Peripheral vessel V-IZ[.. -P 1 P 2 P P 5

[Ohr(Specify')I ____ _____ ___ - . ____I

N = new indication; P = previously cleared by FDA: E =added under this appendix
Previous 510() of the transducer: K121422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes R/M: B/PWD: BDF/PWIJ; BDPFvIDP; BDF/MDF/PWD
Note 3 Combined mode includes RIM; B/PWD: BDF/PWD; BDF/MDF: BDF/MDF/PWD: 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color (DtVISIon Sign Oflt
Note I11 Elastography
Note 12 Fusion Divison Of Rad01Io He
Note 13 2D WMT aJth
Note 14 Boost OftlOf InlVlno Dagnosuc,v

Prescription Use Only (Per 21 CFR 801.109) 81Om and" Rat, ;rvz ,S~rV.Boyd -S



Toshiba America Medical Systems, Inc. Si0Qck) Premarket Notification
Aplio, 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aullo 500. AnIlo400. Aulio 300 V3.0

Transducer: PLT-704SBT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _____ ___ __ ___________

Specific B M PWD CWD1 Color rCombined THi IDynamic rPower CII 40 Other
(Tacs )Doppler (Specify Flow 2D INotel

Ophthalmic ____ _____ ____I II ____

IFelalliiI I ___________ i __________

(AdmIl Abdominal__ I_____hi{____ L--i ____

hbdoein (Abdominal)____ _____I ____IL....____

[ Laparoscopic -II____ ____ I*___ ____ ti ____

11'edinic j J j ____I_____I___I____I I____
Small Organ (Specify) (1) 1 IIP II P [2 P P lP] 53.14
[Neontal Cephalic 1 1 ____I_____ ____I t____
I Adult Cephalic T l ___I____ I___ I I I___
[Trans-rectal- 1 1 ____I______________ _ ____

Trans-vaginal ___ ____i _ ______

Trans-urethral _____ Li___I
Trans-esoph. (non-Card.)

Musculo-skeletal P P PP 2 p P p 5,7,14
'(Conventional)I IIII

,Musculo-skeletal (Superficial) P P P 2 P P 5,7,14

Other (Specify) I ____ I___I __ F1____
iCardiac Adult ____I____ ___ I ___

[Cardiac Pediatric [ 1 ___ ____ I____I____[ ___

lntravasciilar (Cardiac) ~ ___I____Il____I___ ___

[Trans-esoph. (Cardiac) II i____ ___ ___

llntra-cardiac _ _ _ ____ _ _ _ _ _ - ___

[Other (Specify) j*1_______ -
[Peripheral vessel P P jP P___ 2 P P P _ 574

[O0ther (Specify') I 1 I I _____I_______.. _____I_____I_____

N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 510(k) of the transducer K121422

Note 1 Small organ includes thyroid, breast and testicle.
Note?2 Combined mode includes Bitt; B/PWD; BDFIPWD: BDF/MDF; BDFIMDF/PWD
Note 3 Combined mode includes BIM; B/PWD: BDF/PWD; BDF/MDF: BDF/MDF/PWD; 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
NoteS9 3D Color (Volume Color) (Dlwfsf~ Sign aM
Note 10 STIC Color
Note I I Elastography 'Iion Ofdof olaf
Note 12 Fusion Office~ ofeaitnM ia
Note 13 2D3 WMT n~stIn Vitr
Note 14 Boost t' ta cM o a s
Prescription Use Only (Per 21 CFR 801,109) SIQ A( 3



*Toshiba America Medical Systems. Inc. 5 10 (k) Premnarket Notification
Apio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aullo 500. Anlin 400. Anplo 300 V3.0

Transducer: PLT-705BTF

Intended Use: Diagn~ostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of operation _ __

Specific B M PWD CWDI Color Combinedi THi Dynamic rPower [CII41Ote

(Tracks 3) Doppler (Specify) Flow 21[Note]

Ophthalmicii L .j____I____1 ___ -- ____

Ifetal[l i _____I______fl _____ilI_____

Abdominal [P PjP - 2 [p P__ 5__ - 7

I1ntra-operative (Abdominal) P P PP P ,

'ISmall Organ (Specify) (1) ____ ~ ____ _____ 1_____I ~ ____

INeon.at CpalicI I____ _____ ~____
lJAdult Cephalic I____ _____ i_____l l ____

Trans-vaginail l j -l _______- ___I - ___

*Trans-urethral i ___ ____ I_______ ___

Trn-sp.(non-Card.) -I________1___ i ____

lIntravascular1-----*____ ____ _______ 11
loffier (Specify) 1~ -~ _________I-____ F l ___

ICardlac Adult - II- ____I_____1I ____11[____

ICardiac Pediatric II ____I_____1 ____1___ 1!____
IInnrvascular (Cardiac) VlI~iiil____1____ i i ___

Trans-esoph. (Cardiac) ___ ____I __ _ ___ ____

jIntra-cardiac ____ __ _ ____

* Other (Specify) iiii i I ___I ____ _______ 1 11 ____

Peihrlvessel111 1- ___ ____II_______

lOtter(Specify) ~____I____ ___

N =new indication; P = previously cleared by FDA; E added under this appendix
Previous 510(k) of the transducer: 1(12142

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDP; BDF/MDFIPWD
Note 3 Combined mode includes BIM; B/PWD; BDF/PWvD; BOF/MDF: BDFIMDF/PWD; 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
NoteS9 3D Color (Volume Color) (Divsion Sign Oft)
Note 10 STIC Color
Note 11 Elastography Divsion of Radiological Health
Note 12 Fusion
Note 13 20 WMT Oiffice of In Vltm Diagnostics and Rallologica Health
Note 14 Boost 51 -S0SanNI
Prescription Use Only (Per 21 CFR 801.109) 5ONi Sean W-~, Boyd -



Toshiba America Medical Systems, Inc. 5 10 (k) Premarket Notification
Aplo 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aullo 500, Aolio 400, Anlia 300 V3.0

Transducer: PVT-705BTH

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation I___ ____

.specific B M FWD CWD Color Combined Til Dynamic Power CHII 49 Other
(Tracks 3) Doppler (Specify) Flow 2D .INotel

JIretal I___ I____ ____

Abdominal PF T .P P 2 PIP P 15,7
Intrai-operative (Abdominal) VF h7 F P ' 2 P~ P { 5,[7__ ____

Innr-operative (Neuro) {I ___ ___L___ ___ ___
Laparoscopic I_ _ I i__ __ __

[ S m a l l O r g a n ( S p e c i f y ) ( 1 )_ _ _ _ _ _ __ _ _ _

[Pediatic Ceali I- ____ II____
[Neonta Cephalic [I] ___ ____ _______ ___

[Trans-rectal ZIZ I ____I_____ ___ ___ __

T"rans-vaginal I ____ ____ I.___ ____ 1 I I___
ITrans-urethral 1 ____t_____- ___ ___ __ __ ___

jTrans-esoph. (non-Card.)

Musculo-skeletal I ___ ___ ___ _ _ _ I ___

Mucl-kltl(Superficial) I_______ 1 ___

Intravascular ___ _____

[Other (Specify)lZ{~ ____ ____ Z i

C ricAdult _ _ _ _ _ _ _ - I ____ _ _ _ -F i _ __

Intravascular (Cardiac) ____ ____I_____ ________ 1____
Trans-esoph. (Cardiac)I .________ ___ I j I____
O1ther (Specify) - - ___I ____ I___________

11Other (Specify) IiI I~ I _______i ___ ..~z

N = new indication; P = previously cleared by FDA: E =added under this appendix
Previous 510(k) of the transducer: Kl 21422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWvD: BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/IA; B/PWD; BDFIPWD: BDFA4DF: BDF/MDF/PWD: 21J/CWD: BDF/CWD
Note 4 TDI
Note 5 Apl~ure
Note 6 MicroPure (iAlion Sign Off)
Note 7 Precision Imaging
Note 8 STIC Division of Radiological Health
Note 9 3D Color (Volume Color) I i igOUSmdgai~gclHat
Note 10 STIC Color 011106 of I igotc n ailgclHat
Note 11I Elastugraphy
Note 12 Fusion
Note 13 2D WMT 51ON k o )_
Note 14 Boost Sean M. Bod -
Prescription Use Only (Per 21 CER 801.109)Bo d-



Toshiba America Medical Systems, Inc. 5 10 (k) Premarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aolio 500. Attin 400. Anlia 300 V3.0
Transducer: PLT-805AT

Intended Use: Diagnostic ultrasound Imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation I___ ____ __

Specific B M IWCDColor Combined THi Dynamic j Power CHII 4D1 Other
(Tracks 3) Dplr(Specify) Flow 211 INotel

'Ophthalmic - -l l o~ae

jFetal i ___ ____ ____I____[ ___

Abdominal ___{ i ___I
Intra-operative (Abdominal)

Intra-operative (Neuro) j j___ I____ ____

Laparoscopic I i h ___ ______ ___ ___

lNeonatal Cephalic T7 Il ___ ____ I____I I I____
lAd nit Cephalic -T~ ~ ____ _____I ___ i i ____

Tranm-vaginal ___j____F 1
____I_______

'Tram-~urethral

I Trans-esoph. (non-Card.)
fMusculo-skeletal (Conventional)PPIPI P 2 P____ P___ ___ I..... 15,6,7.111

'iF Imc 'os5 eleta (Superficial) P~~ ~ P] P I 2 Pi P P ]5.6 7.11

Cardiac Adult I I I I I____111____1___ ___

Cardiac Pediatric II____I____II ___ I___
Intravascular (Cardiac) I ____I ___ ___ __

ITrans-esoph. (Cardiac) II . ____I_____I I____I___ ___

[intra-cardiaci I I I I ___I ____1 ___I___ -
[Other (Specify)11 1 ___1 ____ I___ ___i i

IlPedpheral-vessel IPii.zP ..I..P . P J 2 P ___ P P_
j10ther (Specify) .~ ~~l ___ ____ Z
N =new indication; P = previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K1 21422

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes H/M; H/PWvD; BDF/PWD: BDF/MDF: BDF/MDF/PWD
Note 3 Combined mode includes ElM; E/PWD; BIJF/PWVD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; EDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC (Division Sign Off)
Note 9 3D Color (Volume Color)
Note 10 SUIC Color Division of Radiological Healt-
Note 11 Elastography
Note 12 Fusion office of in Vitro Diagnostcs and Radilogicl Health
Note 13 2D WMT
Note 14 Boost510k

Prescription Use Only (Per 21 CFR 801.109) Sean W.Boyd -S



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Apilo 500/400/300 V3.0 Diagnostic Ultrasound System

System: Alio 500. Aullo400. Aullo 300 V3.0

Transducer: PLT-1005BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode~ of Operation _ ___________

* Specific 'B IM JPWDICWDf Color }Combined{ THi Dynamic Power CHII 4D Other
(Tracks 3) Doppe Seiy Flo 2D INotel

,Ophthalmic II 1 1____ ~ ___ ___ ~~ ____

.Fetali [I l_____I_____Il ____ _____

Abdominal(AdmnlIi -- { .I-____i l ____

llntra-opemftive mNeuro) f 1 1 ____1____111 I___II
ILaparoscopic I 1 1 __ I ____ Ii_______ I ____

IPediatrcII...I I....[____I____I...j____I___ i l _ ___

Small Organ (Specif) (1) 1IEIEII F E 2 El E { 1 567,1114
Neonatal cephalic I1 1 I____ I ____ I____I___ i ____

'Adult CephalicI-- _________ ___ ___

ITrans-rectalI I I
'Tran--vaginal ___ _____

*Trans-urethral
Trans-esoph. (non-Card.) 4 ____ ___ 1 1
Musculo-skeletalE 2F5671,4
(Conventional) E' ____ -i E E56,,11

[Musculo-skeletal (Superficial) E E E 2 E ____E 5,6,7,11,14

IntravascularJ _________L _____

Other (Spec~ify) I1..-I-- 1 ___ _______ ___

fIcardiac Pediatric 1 1 1____ ____ 1____l i ____

*ravascular (Cardiac) I..I.....I I____ 1 1__ _ ___1 1 ____

[rrans-esoph. (Cardiac) _ __ __ ___ ____I ____* j...... ..... ____I

lOther (Specify') ___£2____
E____________ ' E E 2 EI [ 5 6711.14)

lother (Specify) t _________1 ____I____111______

N = new indication; P = previously cleared by FDA: E added under this appendix
Previous 510(k) of the transducer: N/A (This transducer is being added under this submission)

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD'I; BDF/MDF; BDF/MDF1PWD
Note 3 Combined mode includes BIM: B/PWD: BDF/PWD: BDF/vIDF: BDFIMDF/PWD: 21J/CWD: EIJF/CWL)
Note 4 TDll
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color)
Note 10 STIC Color(DvsoSinOf
Note 11 Elastography(OaoSinOf
Note 12 FusionOsinoRailgalHlt
Note 13 2D1 WMvT Dvso fRdooiiiHat

Note 14 Boost Office of In Vi ltm i s !d Railod iHnt
Prescription Use Ooly (Per 21 CER 801.109) j*j aa oyu -S



Toshiba America Medical Systems, Inc. 5 100() Premarket Notification
Aplia 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anlio 500. Anlo, 400, Aullo 300 V3.0

Transducer: PLT-l1202S

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation ___

Specific IBI MPwDCWDT Color ICombined ITillI Dynamic IPower CHII 411 Other
(Tracks 3) D~oppler (Specify) Flow 21 [oe

,Ophthalmic I 1 1____I_____1 ___ I ___

TFetal 1 1 ___ _____I ___ ___

dAbdominal I ____ _____II_____11 ____

lIntra-operative (Abdominal) IP P [ I P 2 P____ IP ___ I___ 4,5,11

ILaparoscopic ________ I ___I___ I ___I____

jPediatric Iz~ I ___ ____ ____1___ ___

Small Organ (Specif') (1) P Ij P { 2 P ___ P 451
lNeonatal CephalicI ___ ____I _______II ____

'Adult Cephalic ____I____ ., ____I___ ___

*Tranm-vaginal ____ ____ _______ ___

Trans-urethral IIZ Z ___I____ ___I__ _ ___

:IMusculo-skeletal (Conventional) P____ P P P 2 P - 4 5,11

lintasculsta (Spefi7._ P P___ P P ___ 2___ P__ I .5.1

[nrsculklal(uerca)~~II I~ I ~ E { J451
tOther (Specity)
Cardiac Adult
Cardiac Pediatric __ ___ ____ ]____I___ ___

travascular (Cardiac) I_______I_____ ____I____ -

[Inra-cardiac (ada)I ___ ____ _______ 1 ___

[o0ther (Specify) I-iI-II____ ____ . __ I ___ II ___

* Peripheral vessel IN NIN IN 2 N
O0ther (Specif) i.. . i____ ____ ,j

N = new indication; P =previously cleared by FDA: E -added under this appendix
Previous 5 10 (k) of the transducer K 121422

Note l.SmalI organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BEE/P WE; EDE/MUF; BEF/MDF/PWE
Note 3 Combined mode includes B/M; B/PWD; BEE/P WE; BDERADF; BEF/MDF/P WE; 2D/CWD; BEE/C WE
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC(DvsoSinOf
Note 9 3E Color (Volume Color)(DvjcqSgnO)
Note I10 STIC Color ,Division orf Rad~i- Helt
Note 11 Elastography ' Ha
Note 12 Fusion Offic Of In Vft Diagnosticsand
Note 13 2E WMT ".'w'af Haft-
Note 14 Boost5iQ K 391-Se nM
Prescription Use Only (Per 21 CFR 801.109) B y



Toshiba America Medical Systems. Inc. 5 10(k) Premarket Notification
Aplia 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anllo 500. Anplo 400. Aullo 300 V3.O
Transducer: PLT-1204BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as folflowvs:

Clinical Application -- Mode of Oper ation ____

Specific I M IPWD CWD Color lCombined THi Dynamic Power CHII 4D Other
(Tracks 3) Dope Seify) Flow 2D Ioe

OphthalmicI--I.-:-I ___ ____II___ ___

iFetal { i i_____I______II_________ -- ____

[Abdomninalt...L...)..... ___ ____ ___________

ilntra-operarive (Abdominal) I ____ I____ i________i i____
IjInnr-opemitive (Neuro) II__ ___ ____ I____I___ V ___

ILapamosopic L I __I____ ____ I____I____I I____
lPeditric L I ____I_____I.....i____J____I I I____
ISmall Organ (Specify) (1) [ PIPIPI P___ 2 P~ P P 1 45.67,11
[Neonatal -Cephalic [ I ____I_____I 1____1____I I____
Adult -Cephalic ll 1I____I ____11____111____

Trans-rectalI--- I _________ I 1 1 I I
.Trans-vaginal -7-I 1___ ____ _______ ___

Trans-urethral

ITrans-esoph. (non-Card.) ___ ____-_____ __ ____

Musculo-skeletal (Spriil _____ P P2 P P 4,,6,,1

Musculo-skeletal (Spriil P .2 H P !H!56Hi
[Intravascular
lOther (Specify) .... Zj}I ___ 1 ____

Cariac -Pediatric 1 1 1 _ _ I_ i i
.Ilnuravascular (Cardiac) I ________ i ___ __ I____
IT-r=n-esoph.(Cardiac)II _________I ____li ____

lInila-cardiaci I __1____ ____1 I ___I ___I I I____
O1ther (Specify)L iI .. 1 _________1 I_ __ ____

Peripheral vessel 1NN N4,52, Vii~4s 67.11~
O1ther (Specify) l i ____J____ 1 I _ __I___ 1 1_______
N = new indication: P = previously cleared by FDA: E added under this appendix
Previous 510(k) of the transducer: K1 21422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BiM; B/PWVD; SOP/P WD; BEP/MOF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD: BDF/PWD: BDF/MDF: BDF/MDF/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
NoteS8 STIC(DvsoSinOf
NoteS9 3D Color (Volume Color) (iiit inOf
Note 10 SIC Color Olvislon of RadioIOgicei Healt
Note I I Elastography
Note 12 Fusion Office of In Vitro Diagnostics and RadologIcal Health
Note 13 2D WMT
Note 4 Boost 5 oj 4 ' o d -Prescription Use Only (Per 21 CER 801.109) 50k \~tiT~5plN.od-



Toshiba America Medical Systems. Inc. 510(k) Premarket Notification
Apio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aulio 500 V3.0

Transducer: PLT-l1204BX

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation ________

Specific IB}M IPWD CWD Color ~Cmbined THi Dynamic Power CHII 4D Other
(Tracks 3) Doppler (Specify) Flow 2D [Notel

:Ophthalmic F 1 ___ ____I _______ ___

IFetal 1 1 1 ___ I ______I 1____ ____I l [___
(~doi Abdmnll__ _________ ____ ___ ___

lintra~operative (Neuro) i I i ____

j1'ediatric I1 1_______ -z
iS-mall Organ (Specify) (1) P P PP 2 P P

INeor-i;l Cephalic I -____ ___

lIdul CephalicJ ___ ____ ___ I t
Trans-vagial

Trans-urethral I____
ITrans-esoph. (non-Card.) ____I____

Musculo-skeletalP PP 2 P P P 5.3

Musculo-skeletal (Superficial) P P 2 P P P5,

Intravasculariiiii ______ ___ __ ___

Other (Specify)

ICardiac Pediatric ..........__ ______ ____

Intravascular (Cardiac)j __ __j____ _____

Trans-esoph. (Cardiac) __ ___

Intr-cardiac I_____
MOther (Specify)
Peripheral vessel PI P~ P P 2 P P P 52

Previous 510(k) of the transducer: K1 21422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes RIM; BIPWD; BIJF/PWvD; BDF/MDF; BDF/MDFIPWIJ
Note 3 Combined mode includes ElM; B/PWD; BDFIPWD: BDF/MDF: BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC
Note 9 3D Color (Volume Color),(DvsoSinOt
Note 10 STIC Color hsoSinOf
Note I11 Elastography Dvso fHat
Note 12 Fusion D*OOfRadiolVgcaJHat
Note 13 2D) WMT Offic of In VtM Diagnostics and Radl-"----'a
Note 14 Boost raj~Hat

Prescription Use Only (Per 21 CFR 801.109) 5i tL 2 2Sean M. Boyd -S



Toshiba America Medical Systems. Inc. 5 10 (k) Premarket Notification
Aplo 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aqua 500. Aqua 400, Anlia 300 V3.0
Transducer: PLT-1I204MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _ _______

i Specific I IM IPWD[CWDI Color lCombinedl THi Dynamic Power CHII 4D IOther
(Tracks 3) Doppler (Specify) Flow 2D [Note]

Ophthalmic II ___ ____

iFetal j ___ ____

lAbdomhinal j _________ _________ ___I

lIntra-operative (Abdominal)I......j____I____ _ ___ _______

1lntr-ppemtive (Neuro)al___ ____ ____I___ __ ___

dLaparoscopic I ___ ____ I_______ ___

IPediatric I I ~ T____1_____1 1____1________
ISmall Organ (Specify) (1) ]PJ P P P } 2 iP P 1 P ,,,,0
_______________________ ___ ___I ~ 789Neonatal Cephalic1 IIII ___I____ II___ _______

Adult Cephalic l i ___ ____I ___ ___I I____
ITrans-rectal ______ ____ ___I___ II
Trans-vaginal ___ ____ _ __ I I I

Trans-urethral
Trans-esoph. (non-Card.) __ ___ ____I ____I_ __i __ ____

Musculo-skeletal ______ I
lMusculo-skeletal (Superficial) P P P jPiL. 2 57891

ICardiac Adult 1~ I~ i____I____ 1____1 1 ____

Cardiac Pediatric 1 1 1____1____ I____I___ ...I..... ___

Intravascular (Cardiac) ___I ____I ___I ___L1......I____I

Trn-sp.(Cardiac) ___I ____I ___I ___ i ____

Ilhmacardiac _77 I ___ ____I I____I____~II____
,10ther (Specify) 1 _______ ___ ______

_______era vese K1P P 2 P P [PE 5 E 791
Oer(Specify) I i_______ ____ ____I____7 __

N = new indication: P =previously cleared by FDA: E added under (his appendix
Previous 5 10(k) of the transducer: K1 21422

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM: B/PWvD: BDFIPWD; BDF/MDF; BDPIMDF/PWD
Note 3 Combined mode includes B/M: B/PWD: BDFIPWD: BDF/MDF: BDF/MDF/PWD: 2D/C WD: BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging
Note 8 STIC(DvsoSinOf
Note 9 3D Color (Volume Color)(DvsoSinfi
Note 10 STIC Color Division of RadiologiCal Halth
Note 11I Elastography
Note 12 Fusion oft of in Vit DIagnostics and Rajl~loiOS Health
Note 13 2D WVMT

Note Boy Boos
Prescription Use Only (Per 21 CFR 801.109).B60 -



Toshiba America Medical Systems, Inc. 5 10 (k) Premarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anplo 500. Aolio 400. Aolio 300 V3.0

Transducer: PET-508MA

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _ _______

Specific IBIM iPWD CWDI Color ICombinedi THi l ynamic Power CHIII 4D Other
(Tracks 3) Doppler j(pcf) Flow 2D [Note]

OphthalmicIII I____1____II____[ [ I ____

[ Fetal I____I____ I____ ___ I ____

lAbdomninalf- f * I____I____I- ___ ___FI--____

Itaoeaie(Abdominal) ___ ____ ______ ____

[PediatricIj.....I..... ___I ____ I ____I I I ____

[Neonatal Cephalic 1 1 1____1____ i____I___ I ___

[Adult Cephalic I ____ _____I ___ __

[Trans-rectal t- 1____ ___

[Trans-vaginalI...L.. - I..1 _______ __ ____ 1
jTrans-urethral I __________ ___

[Trans-esoph. (non-Card.) { _______ I ____I I
Musculo-skeletalJ __

(Conventional)_ _ _ __

Musculo-skeletal (Superficial) I __________ ____________

Intravascularizi. ___ ___ ______1I ___I

jOther (Specify)I _________I..... _ ______

[Cardiac Adult ~j_____I ___ I ___

ICardiac Pediatric ____I____ *.{ - ___

[Trans-esoph. (Cardiac) P___ P____ P___ P____3___4,13

[Intra-cardiac . . .fI{ _ _ ____

IPeripheral vessel 1____ ________

[Other (Specify) __ ___f 7 ____

N = new indication; P - previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K121422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes HIM; B/PW4D; BDFIPWD: BDF/MDF: BDFIMDF/PWD
Note 3 Combined mode includes HIM4; H/PWD; BDPPWD; BDF/MDF: BDFIMDF/PWD; 2DI/CWD: BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure ,(Division Sign Off)
Note 7 Precision Imaging
Note 8 STIC Division of Radiological Health
NoteS9 3D Color (Volume Color)
Note 10 STIC Color Offic Of In Vitro Diagnoslc8 ari RadlDoogos Health
Note 11 Elastography
Note 12 Fusion (-,

Note 14 Boost

Prescription Use Only (Per 21 CER 801.109) Sean M.-Boyd -S



Toshiba America Medical Systems, Inc. 510() Premarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aullo 500. ADpio 400. Anple 300 V3.0
Transducer: PET-51lOMB

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application I~ d of operation ________________________

Specific IB IMPW)ICWDI Color Combinied THIl fDynamuicj Power CHII 14D Other
(Tracks 3) jDope Seiy Flow 211 [Note]

'Ophthalmic I I____1_____I ___I -II____I
.I~etal ____ ______i ___ I I ____

(ln,- Abdoinal) -- ____ ____ __ __ 
_ _ _

jPediatricI- I-- ___I ____I ____I________

lmalOgan lSpecify) (1)-- -1 1 -____ -7_____I ____ I____ i ___

I Neonatal Cephalic I ___ ____I ____I________

lAdult Cephalic IIf ____I ____f -Ii____
jlTrans-recial Ii j ____I_____Il____ Ii I____
ITrans-vaginal -- I__
lTrans-urethral I____1 .. 1 ____I____ i _______

jTrans-esoph. (non-Card.) I i__ __ _ __

Musculo-skeletalI

IMusculo-skeletal (Superficial) f- - ____I ___ ____ I i ____

dintravaiscularf- -I____ ____

O1ther (Specify) 1 ~I____ ____________

iCardiac Pediatric f1 ___ ____I ___________ ____

Intravascular (Cardiac)f 1 ___I ___ ___ - ____I

Trans-esoph. (Cardiac) jp P P P 3 P ___ 4.13
Inna-cardiac [ i____I_____ ____ ___ - ]____

l Other (Specify) L ~ .1________F_______ zz ___

IPeripheral vesselli i____i____ I___ ___i i
l10ther (Specify) ____I______I _____1 i1
N -new indication: P = previously cleared by FDA: E added under this appendix
Previous 510(k) of the transducer: K121422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes ElM; B/PWD; BDFIPWVD; BDF/MDF: BDF/MDP/PWD
Note 3 Combined mode includes HIM: BIPWD: BDF/PWD: BDF/MIJF: BDF/MIDF/PWD; 2DICWD: BtJF/CWEI
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure (Divsion Sign Off)
Note 7 Precision Imaging'Hah
Note 8 STIC DivisiOn of RadiloicalHelt
Note 9 3D Color (Volume Color) ofia(IIlVtoDan~sadRad~O~Ca Healt
Note 10 STIC Color aeo nVt igi~l~81
Note 11 Elastography
Note 12 Fusion2 ..-
Note13 2D WMT 510001-I)

Note14 BostSean M. Boyd -S
Prescription Use Only (Per 21 CFR 801.109)



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplic 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anlio 500, Anlio 400. Aullo, 300 V3.0

Transducer: PET-5 12MC

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation __________ ________ __ ____I

specific I B[IM IPWD C:WD Color iComnbinedi THI DynamnicI Power CHI j4D Other
(Tracks 3) Doppler (Specify) Flow 2D j INotel

phdthalmic [ F [____I____ ___ ___ I____
IFetal III IiII____ ____I l____
FAbdominal ~ ~ I-I ___ ___ --
Ilntra-operative (Abdominal) I F-7_j. ___ i ___

Ilrm-operauive (Neuro) F -1 ___ ____ .... ___} ___ j~ ___ I
IPediatricIII-----I____I____ I________
IjSmall Organ (Specify) (1) j ____I____ ____[ I ___

[[Neonatal Cephalic____ __ _ _ I]____

!!Adult CephalicI-- I- ____I_____I.11____

*jTrans-vaginal ________ ___ ___

IjTras-rethal_____I1__________

jTrans-esoph. (non-Card.) I_____I __ _ _I__
Musculo-skeletal
(conventional)

Mn u s c u l o -s k e l e t a l ( s u p e r f i c i a l ) 11- _ _ _ _ _ _ _ _ __ _ _ _- 
_ _ _

Catrdaac Aulr

Cardiac Pediatric '~ l - ___

Trans-esoph. (Cardiac) __PP{P P 3 P4,13
Intravacul(ardiac)III ____

Other (Specify)11 [ I____1_____ 1____J ........I
Peripheral vessel iT ____I_____ ____ I ____

lo0ther (Specify)IIiI____1I ___J____I I I

N = new indication: P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer: K103629

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes ElM; BIPWD; BDPIPWD; BEP/MEF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD: BDFdMDF: BDFIMDFIPWD; 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging(DsnSgOf
Note 8 STIC(DvsoSinOf
Note 9 3D Color (Volume Color) Divsion of RadilolOgical Heabt
Note 10 STIC Color
Note 11 Elastography Office of in Vitro Diagnostics and RadIgcl Healt
Note 12 Fusion
Note 13 2DWMIT
Note 14 Boost 51Q)ptS)~ o d-
Prescription Use Only (Per 21 CPR 801.109) Sean -Boyd CS



Toshiba America Medical Systems. Inc. 5 10 (k) Premnarket Notification
Apllo 500/400/300 V3.0 Diagnostic Ultrasound System

System: Anljo 500, Aphlo 400. Aullo 300 V3.0

Transducer: PC-ZOM

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation I_ _ _ _

Specific B BM JPWDJICWD Color lCombinedl THi Dynamic IPower i CHII 4D Other
(Tracks 3) j j Doppler (Specify) Flow 2D [ Note]

:Ophthalmic I I ____1____ ___ ~ ___

Ipetal I________ I____1 II1 ___

lAbdominalI ____I _I I I
lntra-operative (Neuroma) I___ ___ ___I__

j[Pedliatric III---I 1____ ___ ___ ___

;jSmall Organ (Specify) (1) J ~ I ____ ____i I____1............j...... ___

INeonatal Cephalic II ___I ____I ___ l i ____I

jTrans-rectal-[ -I- -I____ ____il F____I
Trans-vaginal

*Trans-urethial I.j... ___ _______ ___

.Tros-esoph. (non-Card.)
Musculo-skeletal I
(Conventional)

*Musculo-skeletal (Superficial)

Inrvsua ____ ____ ___ - ___Other (Specify)1i- --- iI _ __ ___ _______

ICardiac Adult I I I F I _____I _______ ____

Cardiac Pediatric IZ IF ___ ____II_______ ___

Intravascular (Cardiac) I____ ____

Trans-esoph. (Cardiac) _ I ________

lIntra-cardiac ~ 1~~I ____ ____ . ___ ___

Other (Specify) ~-1 ___ ____I ____I___ i ___

Peripheral vessel P ____1_____ ____ ___III____
Other (Specify)1 ____3 ____ ___ ____[ 7____
N = new indication: P =previously cleared by FDA; E = added under tis appendix
Previous 510(k) of the transducer K121422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDP/MDF: BDF/MDF/PWD
Note 3 Combined mode includes B)M; B/PWVD; BDF/PWD: EDE/MOP: BDF/MDP/PWD: 2D/CWD: BDF/CWD
Note 4 TDI
Note 5 ApliPure
Note 6 Microl'ure
Note 7 Precision Imaging (Division Sign Offj
Note 8 STIC
Note 9 3D Color (Volume Color) Division of Radiological HAlt
Note 10 STIC Color
Note 11 Elastography -Ofic of In Vitro DiagnostiCS anid Rdillg1cal Heat
Note 12 Fusion
Note 13 2D WMT ke zy~
Note 14 Boost5I c) ! - '

Prescription Use Only (Per 21 CFR 801.109) Sean M. Boyd -S



Toshiba America Medical Systems, Inc. 510(k) Prernarket Notification
Aplio 500/400/300 V3.0 Diagnostic Ultrasound System

System: Aullo 500. Aullo 400. Aullo 300 V3.0

Transducer PC-50M

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation ____ ____ __ ___ ___ __ - ____

* Specific B IM jPWD CWD I Color Combined TillI Dynamfic Power CHIT 4D Other
(Tracks 3) - Doppler (Specify) Flow 2D [Note]

Ophithalmic f fI____I____ 11 ___ ___

IrjFetal l i ___ . I -- ___Fzlzb Zv (A bdmnll_________ ____I________

Intra-oiperative (Aeuroma) j I ___ ____I ______

L11aparoscopic 1 1 1____ ____

.Pediatric I I I ____I_____I I____I I I I____
ISmall Organ (Specify) (1) iiL......... ____I_____1 ___ ___1111____

IlNeonatal Cephalic I ____ I ____II____T i l ____

IAdult Cephalic 1 1 1____I____iI____I___ [
ITrams-rectal-.-- I_ _ ___

*Trans-vaginal

tTruns-sph. (non-Card.) I ___ _____

Muscuioskeltal (Superficial) 7 ______ ____ - ___

Intravascular - ________ 2 ___II ____

[O0ther (Specify) - ___ ____...f____{ -4- ___

[Cardiac Adult 1 1____I____ I____IIII___
[Cardiac Pediatric I ___I ____ ___ 1I ____

Intravascular (Cardiac) ____j____ ___ ___

Trans-esoph. (Cardiac) i i I____I _____I ___I ___ I ____

Lntra-cardiac -~III____ ____ 1____ f1 ___

ItOther (Specly) i__1 ____1_____11---- I____
IPeripheral vessel P ' 1____ ____ - ---

lother (Specif) __1____1 ____1 ____.___ .____I

N = new indication: P =previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K121422

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes DIM; B/PWD: BDFIPWD: BDFIMDF: BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD: BDF/PWD: BDFIMDF: BIJFIMDF/PWD: 2D/CWVD: BDFICW~D
Note 4 TD1
Note 5 Apliure
Note 6 MicroPure
Note 7 Precision Imaging (Divsion Sign OMf
Note 8 STIC
Note 9 3D Color (Volume Color) Division of Radiologiosi Health
Note 10 STIC Color
Note I I Elastography Office of fIn Vitro Diagnosics and Radiolgclw Haatb
Note 12 Fusion
Note 13D WT
Note 14 Boost 5lOQJ2A OtZk SeaAV1 Boyd -S
Prescription Use Only (Per 21 CER 801.109)


